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[Tpeascionme

I PASPABOTAH BeepOocCHHCKHM HAVYHO-HCCICIORATENLCKHM H HCMHETATENLHEN HHCTHTYTOM
sMeTHIHHCESH Texdukd (BHHUHHMT)

BHECEH Texpvueckus EOMMTETOM Mo crawaaprizaums TK 11 «Meanuuuckue npabopel W
annaparLis

2 NMPHHAT ¥ BBEAEH B AENCTBHE Moctanonnesnes Mocerangapta Poccuu ot 29 nexabps
1999 ¢, Mo B00-c1

3 Hacromuwivil crangapT npeicTammaeT coboil ayTedTHUHLIE TeKCT MesJIVHAPOIHOPO CTAHIAPTA
HMCO 10555-4—96 «KarmeTepsl BHYTPHCOCVIWCTLIE CTEPHILHEE OIHOKMTUOTD npUMedenns. Yacts 4.
KateTephl o GALIOHHONO PAcLUEpeHIiHs

4 BEREOEH BINEPBRIE

2 MK Maaarenncrno cranmapron, 2060

Hactosanimil crangapt He MO®eT OITEL NoHOCTLED HAH YAaCTHUHO DOCTIPOWAREIEH , THPAKHPORAH |
PACTIPOCTPAHEN B KAMECTRE o MIIHAMLHOTO Witauud Ges paipemenna Docerangapra Poccun
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Bregeiue

HacTosimui cTangapT Aaidercd MpaMbiM IPHMEHSHHEM MEeRIVHApoauoro cranaapra MO0 10555-
496 oKareTephl BHYTPHCOCYANCTEE CTERHILHLIE OAHOKPATHOMO NpHMedenid. Yacte 4. Karerepsl s
GALIOHHONG PACIIHpEHHA s, MoaroTerleHioro Texnuueckny KoMuTetom HOO(TK 54 «Mennuduckne
LITIPHLEL W ATARE I HHBEKLH .

KomMnneks CTARIAPTOR MO0 O0LIHM HasEanHes «KateTephl BHYTRHCOCYAMCTEE CTEPHALHERE OIHO-
KpaTHOro NpHMeHeHHas COCTONT W3 MaTH sacTeil:

= YACTh | — 0OLIHE TEXHHYECKHE TReDOBANHA,

- MACTh 2 — KATETERL AHFHOrpafEYecKHe;

= YACTL 3 — KATETEPH BEHOZHBE HEHTPATLHLIE,

= YACTh 4 — KaTeTepLl LA SaTIoHHOND Pacuiape s

= HACThE 3 — KaTeTepll nepHdepHyeckie © BUVTPEHHe HII0H.
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FTOCYANAPCTBEHHB H CTAHJAPT POCCHMHUCKON DEAEPALHH

BATETEPBI BHYTPHCOCYIUCTHE CTEPH/IBHBIE
OIHORPATHOIO NMIPMMEHEHKHA

Yacrs 4

Rarerepsd LA DAI0MBOND PACITHPEIHA

Stenle; single-use intravascular catheters.
Part 4. Balloon dilatation catheters

Hara epeseana 2001 —01—01

1 ObGaacTe NpHMEHEHHA

Hacrosumii CTAHIAPT YCTaHABTHEAET oiiHe TﬂEﬁUﬂﬂ][liﬂ. K CTEPHAEHLIM GAnAOHH LM PaciiHpa-
WIHM KATETEPAM {Qaed — KATETEPL ), NPeliasHade i LIM 418 oQHOKPETHOMG MPHMeHe HHA.

Mpumenannwe — TpebonaHng & AOMOIE KT HEIM YOTPHICTRIM, MCIOIBIYEM M COBMECTHED © BHYTRHCO-
CYUMCTRMH KATETCPaMH, NpHeetesm 8 cradnapre MO0 L0 (1],

T]]E'EDHEI.I:IHH HACTOHILEM CTAHIAPTA ABMAKTCA PeEOMEHIVEMBMH.

2 HopMaTHBHBIE CCBLIKH

B HacTOslemM CTAHIAPTE HCMIOBIOBANE CCLUTKH Ha CREAYMHe CTANIAPTEL:

FOCT P HCO 05351199 KareTepid BHYTPHCOCYINCTEE CTEPHILHELE ORHOKPATHOMD TIPHMEHE -
nua, Yacts 1. OGmwue TpebomanMs

HMCO 394-1-—86* Jetani coelAHHTENLHEE ¢ KOMVCHOCTEIO 6 % (/lwopa) Ansd wnpuoes, Wra
APYTOrO METHUHHCKOTD odopyaomiua. Yacte L. Obume TpeboniHns

3 Onpeneaenna

B wactoAwesM  cTAMIAPTE  MCOOILIVIOTCH  TepMMHEE M OPel2iedHd, TPUBSIeHHBE B
FOCT P ACO 105351, a Takae chedyiolHil TepMHH:

EATETEP U4 DAUNNHROre pacumpeita; BinyTpucocyIueTedll KareTe, OCHa e L Gumomon v IHCTAL-
WO KOHIE, KOTOPRR BEOIAT B APTERHD IWIH BEHY LTH PACLUIHPEHAA YACTH HITH YacTed oocyIHCTOH CHOTEMLL

4 Tpedoeanna

4.1 Odume nogoseHns

EcnM o HACTOALEM CTAHAAPTE HE VKASAHLL HHBE TPeBOBAMHA, KATETEDE Q0MTHHE COOTHETCTEORATE
TpehoBAHMAM, yCTaHOoRMeHHBIM & TOCT P WOCO 1053351,

4.2 PedmrenokonTpac THOCTE

karerephl A0THHLL HLITEL PEHTIEHOKOHTDECTIBIMH.

I'l PHAMEMAHHE — K MOMCHTY I]}'EL'.IHELH]HII HACTOHILETO CTAHIAPTI S10C HE YTECDAGEH MOTOE OMPCECacHIE
NYEQIATEAA PCHTITHORGHTPACTHIKTH. ,Elc: YTBECPAICHHA ITOM METOAA HAMOTOBHTCAE MOECT MAPDKHDPOELTh HILCIHC
HILDTTHC B c-j'.IEH'I'I't:HIJ-III:IIFI(ZIJ-|'.IHLIHI|Ii-iv. T;J KHE WLHPREHPORBEEL TOC A H (5] ¢ NOATHS Poslas HL i!thl.'!lFI-M.'LIJ.HL"I;i 0 CEHFIReTCT-
BYHILEM MRS ORPCIEArHAE PEHTICHOHE ITPOCSDEY HOCTH.

4.3 Od03HaYCHHE ROMHBAALEOTD PATMERE

OHoaHaveve HOMBPHAILHOND PAIMepa KATeTepd TULKHO COOSpRATE CASTVIOIIHe TIOKA3ATeNH]

ad) AHAMETP HANGIHEHHOTO BO3AYXOM Damioda; 1nd DAoHa © HeCKOIBKHMH JIHAMETPAMK —
MHAMETP KaKAOH YacTH;

©) sdpipexTHBiye ATMHY GanioHa;

B) MPEKTHBHYIO LWTHHY KaTeTepa;

r} IHAMETD CAMOTD DOUILIIGED HATTPABKTENH, HCNOMRIVEMONe ¢ KATETZPOM NPH HeolxXoIHMOCTH,

* Meaxaynapoanwit cravmapr — o0 BHHHEKH DNoccranuapra Poceun.

Hananue odmupraasaoe
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4.4 Tunmeckue TpedoBanus

441 Koudurvpauua HakoHEYHHEA

HakoHeyHE QHCTAILHROND KOHLR JOKSH OLITh: DTATKHM, 3JAKPYIICHHBEM, KOHYCOODPaiiLEIM, yTode
CRECTH K MMHMMYMY BOIMOKHOCTL TPABMHPOBAHMA COCYIOR NPH HCIOIEIORINHA KATETe .

442 MpoTekalHHe H NOBPeXIEeHHA NPH HANOAHEHHH KATETEPd BOIOAYXOM

[Mocne ACnETAHKA KATETEpE N0 NPUIGKEHHID A He JoAXN0 OLITh TRPOTEKAHHA HHIKOCTH WAH
BHAHMEIX TIPMIHAKOE MOGPeXICHHA KATETeM, HATIPHMED B BHOS GCMYUWBAHAA WIH PAIPLIGEA KaTETepa WK
GanmoHa.

443 boKOoBHEe OTBEPCTHH

Dopma, KOMHUECTEO W PACTION0Me HHE DOKOBEY OTEEPCTHIl JomaH GLITE TAKHMH, 9T06L HEXKeh-
TelLHEE BOATEHCTEHA HA KATETER M TRIBMHPORAHHE COCVIOR GELTH MHUHHMATLHEIMH.

4.5 HnopManma, npeiocTABIAEMAA HINOTOBRTEIEM

HMudopsMalug, NOpeJoCcTARTIEMAs HITOTORMTENEM, OOAXHA COOTHETCTHODATE  TpedoBaHaM
FOCT P ACO 1053551, a Takse BEIUOUYATE COIVICLEE !

) HOMHHATEHL pasMep KaTeTepa B coOTReTCTRHN ¢ 4.3;

0) monoEeHHe s ) PERTIEHOKOHTPRCTHOTO{ LIX ) Maprepalon);

B) MAKCHMATLHOE JONYCKAEMOS JARTEHNE B DANToHEe, B KHIONACKLIAN,

r} JABTeHHE HANOIHeH A BANN0Ha, B KWIORACKANSY, HeoDXOIUMOE T8 JOCTHARSHWA HOMHHALHOIO
aHamerpa DantoHaloR).

(1] PHMESHAHHAL — EH_H HHITE HAIMEPCHHA, HE VEKREHHELIC B HACTORIIEM CTRHIAPTE, QOLYCELSTOH HCMOA B30EITE
KHE QOTIHOTHHTEILHE EC.

MPHITOHEHHE A

(s s TEEHOE )

Heneranwe ga OpoTeKande W IOBPEATEHEA NPH HATMIHENHH EATETEPA BOLIYXOM

ALl ChBoBHERE BUAMHCHHA
Karerep HECKORKD pud HANOUIHEIOT BOSIYROM H UTEM CIYCKART €00, UMHETHRYR TRUMEHERHe I vive. Karerep,
HANOUEHEH HEN Boatyxos (pueyroik A1), OCMaTpRBa0T, 0N Peacias . 0Tk JIH NTPOTEKAHNE, PLIPEIEL HAN BCNYHBAHIE.

o — AHAMET BALnHL, HANOIHESHHOTD BOSAVRAN; ] — 'HII¢IEKTI15IIHII aamng GaxiosEar iy — !Hll\tl.'lﬁ'l!ﬂ-l‘..lﬂ JIRE HE KATETER !
I— IlFll'|IIIIIliIJl.'\#h."F!‘\ﬂillLIli.‘llllL'u! s THEIG HME MOTETE P 2= fOEnHHNTEARHE A viea: § — Eanmns EaTETEPS

Pacynor Al — Cxema kamerepa o DABOHHON PACLLIKPE His

i1 PHMEHYEHHS — F'IH'.'}'HIJL' MPHAECACH JJIH YEREIHAH PEAMCOPEYE EOTeTepd fH'}l‘IEIpEIiKI’.'HII’.‘: KOMITOHCHTOR —
CXEMETHYHOE ).

A2 Odopyassanne

A2 Banna ¢ sogod, wsesmeii resmreparvpy (3742) C.

A2.2 T mpein s BEVEEHWMA BOAEVXE (UM AHANOMMMHOE YOTPORCTEG ), GCHALICHHBIT MIMEPHTEABHEIY YCTPOI-
CTHOM ¢ OOMYCEISMON DOrPEuIHoeTEE 25 % oracposi BROUIHM. (AEIEHNS BOVEAHUE, & Tak#e 6 To-HEM ROHYCOM
Mwapa ¢ Hapyxkol peasboii, cooreercrayiomms HOO 394—1, ans noacoeidHeHA K KITCTEPY.
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A3 Meroa nensimanng

A Vorpolioeo 1A sIYEREEA HAITONEHKT BOO0E

A2 Verpoitomso mns BayvBAHHA NOICOETHHEKT K KHTETEPY H HOIPYELNT BCE MacTi DLUIoHE B BEHHY © BOgo#,
HMERMLET TEMICPATYPY., yREEHEYI0 B A2 .

AL BroepssisioT KEeTep B BOOC L0 YPEEHOBC MBI HHA B FeMerEne 2 ssH. Sare s HalOuiHAEIT £ BoaIyXon
0 OCTHRCHEA MAKCHMLBEHOTD AHAE N JaRteHrn B Dauiose, yEasaHnoro & 4.5, nepeuincaeing B), BulOepasianT
S0 gasaeHne B Tedense M ¢ w cnyckaoT posavy v Garaoka. 3Ty NPoBeaypy NOBTORSIOT BOCEME P

A A Bgres Duanon(p) CHOBE [IECHTER PA3) HATKUTHAOT BOLTYXOM J0 A0CTHACHHA MAKCHMATEHOMD L EICHAR
M HEHHMAKT EATETER W3 BIHHLL, OLICPEH B DU0H(R )| B HIKAMEHHDM COCTOHH M.

ASS DowartpiEReT KaTeTep, NPCASIR, ©0Th JAH NPOTCKAHME, PAIPhIBE, BONYMHBIHRA, W, CCOH Pa3psE
TP IR, OIIPELeIA KT HATTPARTSH ke PRIPEIEL DannoHa 1 HAANYHe obpeEBROE.

Ad Orer ob wennraammn

Drruer of NCNBOTAHNK 0D BICTOMITE CISAVEILEYED WEspaaL

4] MIECHTH]MEELE KaTeTepi;

0) HCMOUIEIOBRHHOE THEICHHE BIYELHHA, B KRIOTACKILIAK;

B} HAlIEATCE T IPOTCREHHS W KATeTE

Ul HMEND JTH MeCTo NOBPCEITHHE KATeTEpa HAH GataoHE{ DR B BIAE PESPHIBE HTH BCITYSHBIHEH , B, BLIH Paspsin
MPOH0MIET, HATPARTEHHE PESPLIBE DIWEIOHL B HATHYHE OOpEBKOE.

MNPHNOEEHHE
{[cnpapoaHoe)

Bribop MaTepHAnOn LA DA/UI0HA EATETERE

MMpn nospexicHEs B0 BPCMA IPHMCHSHHA DUT0H J0JUKEH PUIOPBATECE BADE, DO ODPAs0BHIA OOPBLBKOE.
Mpn swbope smorepany o GULIOHA o Coocobs HAMEKHOM COBaMHeHA BaIoHa ¢ KareTepou HeoDxoamumo
VHHTRIETh 310 TPEOOREHHE.

MNPHIOXKEHHE B
[COpaBoYHOE )

bBuiarorpadiis

[1] HCO 11070—98 Herpoasicepel BHYVTRRCOCYIHCTRE, CTCPHILHES, DOHOKPATHOID LM MEHEHH
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YK 6154725006354 ORC 11.040.20 i) ORIl 34 3630

Kniouespe ciona: KaTeTep BHYTPHCOCYIHCTRIE, GanioHHEi, paciiuperie, CTEPHILHLIR, TRpebonaH HA

Penukrop T.A. Tearama
Texuuveckwit penakrop N.C. Muwarara
Koppektop & E. Hecmepona
Kasnemrepnas seperiea BN fpamenso

Hin, ssw. N 02354 or 14072040, Coand w wadap 10,07, 3HHH, Mogitncano & wegats 4,089 2000, Yoo, meu. x 1,93,
Wu.-mza. a, 047, Tupax 173 »ka. C 5THEIL. Juk. THA

HITKE Hisarexsctno cranpapros, 107076, Mocksa, Koaosemmuil nep., 14
Huofipario n Hlazatenscrne wa MT3EM
Pnmun HINK Hasarenwcrno cranaspros — tan. “Mocsoscen it nesarnnk”™, 103062, Mocksa., JIaann nep., b
Map X OE0101
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